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(57) Abstract 

A doebriDator (30) with an automatic self-tcst system (42) diat includes a test signal generator and a defibriflator status indica^ 
The test system (42) preferably perfomis functional tests and calibration verification tests automatically in response to testsignals gcneiated 
periodicaUy and/or in response to piedeteimined conditions or events and indicates the test results visually and audibly. The invention also 
idatBs to a method for automaticaUy deieimining and indicating a defibrillator's status witiiout human lateivention. 
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5 DEFIBRILLATOR WITH SELF-TEST FEATURES 

Technical Field 

This invention relates generally to a 
defibrillator system that performs periodic self -tests 
10 and, in particular, to a method and apparatus for 

performing periodic fvmctional, calibration and safety 
tests in an automatic external defibrillator to verify 
that the defibrillator's components and operation are 
within preset specifications. 

15 

Background 

Prior art external defibrillators were used 
primarily in the hospital. In that environment, the 
frequency with which a particular defibrillator was used 

20 was relatively high, e.g., on the order of several times 
per week. Periodic verification tests for these prior 
art defibrillators typically amoxinted to a battery level 
test and a functional test in which the defibrillator was 
hooked to a test load and discharged. These tests were 

25 usually performed once per day or once per shift per 
manufacturer recommendations. Other tests, such as 
recalibration of internal circuit components by a 
biomedical techniciem, were performed less often, on the 
order of twice per year, also pursuant to mamufacturer 

30 recommendations. Each of these maintenance tests for 
prior art defibrillators was initiated and performed by 
human operators. 
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Disclosure of the Invention 

While adequate for relatively frequently-used 
hospital -based defibrillators, prior art defibrillator 
test apparatuses and procedures are not optimal for use 
5 with portable defibrillators that are used less 

frequently. For example, defibrillators carried by 
emergency medical vehicles might need to be used only on 
a monthly basis. The burden of performing manual battery 
and performance tests on a daily basis could outweigh the 
10 benefits of carrying the infrequently-used defibrillator 
on the vehicle. The tests should therefore be performed 
by the defibrillator automatically. 

Because the tests are performed automatically, 
the tests should be both accurate and reliable. The 
15 portable defibrillator' s mobile environment could add to 
the frequency of defibrillator con5)onent failure, thus 
increasing the need for periodic tests. In addition, 
portable defibrillators could be exposed to environmental 
conditions (such as severe vibration, sudden impacts, 
20 heat or moisture) that require an immediate reavaluation 
of a defibrillator's operational status. 

Also, the nature of the tests performed should 
be different in the portable defibrillator environment 
because of the relatively infrequent use of the 
25 defibrillators. Deterioration of system components over 
time could move the defibrillator out of its originally 
specified operating parameters. An infrequently used 
defibrillator should provide an operator with an 
indication not only of whether it will operate at all but 
30 also verify that the defibrillator meets its established 
specifications . 

Defibrillators are used in emergency situations 
in which time is of the essence. The operational status 
of a particular defibrillator as determined by the self- 
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tests should be therefore readily apparent to an 
operator. 

Finally, there is a need for a defibrillator 
that can automatically recalibrate itself if certain of 
5 its system components drift from their initial values. 
This automatic recalibration minimizes the burden on the 
defibrillator's operator or maintainer and lengthens the 
defibrillator's useful life. 

This invention is a defibrillator with an . 

10 automatic self -test system that includes a test signal 

generator and a defibrillator status indicator. The test 
system preferably performs functional tests and 
calibration verification tests automatically in response 
to test signals generated periodically and/or in response 

15 to predetermined conditions or events and indicates the 
test results visually euad audibly. The invention also 
relates to a method for automatically determining and 
indicating a defibrillator's status without human 
intervent ion . 

20 The invention is described in more detail below 

with respect to the drawings. 

Brief Description of the Drawings 

Figure 1 is a block diagram showing a 
25 defibrillator according to this invention. 

Figure 2 is a schematic diagram showing a 
testing system of a defibrillator according to this 
invention. 

Figure 3 is a block diagram showing some of the 
30 components of a defibrillator according to a preferred 
embodiment of this invention. 

Figure 4 is a block diagram showing the system 
monitor of the embodiment of Figure 3;. 

Figures 5(a)*-5(e) show various aspects of a 
35 visual display according to the embodiment of Figure 3 . 
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Figure 6 is a table showing groupings of 
defibrillator self -tests according to a preferred 
embodiment of this invention. 

Figure 7 is a block diagram showing the 
5 interaction of an ECG front end and a testing system 

according to a preferred embodiment of this invention. ^ 

Figure 8 is a block diagram showing the 
interaction of a high voltage delivery system and a 
testing system according to a preferred embodiment of 
10 this invention. 

Figure 9 is a schematic circuit diagram of a 
defibrillator system according to an alternative 
embodiment of this invention. 

Figure 10 is an elevational view of an 
15 electrode system useful in the alternative embodiment of 
this invention. 

Figure 11 is an exploded view of the electrode 
of Figure 10. 

Figure 12 is a side cross -sectional view of a 
20 defibrillator electrode system according to Figures 10 
and 11, prior to deployment. 

Figure 13 is a cross -sectional view of a 
connector between an electrode system and an instrument. 

Figure 14 is a side cross -sectional view of the 
25 defibrillator electrode system of Figure 12 with one 
electrode partially deployed. 

Figure 15 is an elevational view of a second 
electrode system for use with the alternative embodiment 
of this invention. 
30 Figure 16 is an exploded view of the electrode 

system of Figure 15. 

Figure 17 is a side cross -sectional view of the 
embodiment of Figure 15, prior to deployment. 
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10 



20 



Figure 18 is a side cross -sectional view of the 
electrode system of Figure 17 with the electrodes 
partially deployed. 

Best Modes For Carrying Out The Invention 

This invention is a method and apparatus for 
automatically determining the status of a defibrillator, 
for displaying that status to a user or operator, and, 
for recalibrating certain defibrillator components. The 
invention is particularly useful for increasing the 
reliability of infrequently- used defibrillators by 
providing an indication of a defibrillator's operational 
status and by recalibrating the defibrillator, where 
possible, prior to aoiy attempted use of the 



15 defibj 



In a preferred embodiment, the defibrillator 
automatically generates a test signal either (1) 
periodically in response to the passage of time or (2) in 
response to a specified event or condition, such as the 
insertion of a new battery or a manual power-up command 
from an operator. The test signal initiates a plurality 
of preset self-tests within the defibrillator. The self- 
tests may include functional tests that verify the 
operation of certain defibrillator components and 
25 subsystems. The self -tests may also include calibration 
verification tests that determine whether certain 
defibrillator con^jonents and subsystems are operating at 
preset specifications or within preset specification 
ranges. In addition, the defibrillator may automatically 
30 receilibrate certain corrponents or subsystems in response 
to a calibration verification test. 

No matter what test or collection of autcanatic 
self -tests the defibrillator performs, the defibrillator 
indicates its operational status as determined by the 
35 self -tests, such as through a visual display. The 
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indication is preferably fail-safe so that a failure of 
the status indication mechanism itself will result in the 
indication of an inoperable defibrillator status. 

Figure 1 is a schematic representation of a 
5 defibrillator constructed and operated according to this 
invention. The defibrillator 10 includes a battery 12, a 
high voltage delivery system 13 (preferably consisting of 
a capacitor or capacitor bank 14, a capacitor charger 16 
and a switching mechanism 18) , an electrode connector 20 
10 and a controller 22 that operates the charger and 

switching mechanism to deliver an electric shock from the 
capacitor to electrodes connected to the electrode 
connector or interface 20. The defibrillator has a 
testing system 24 including a test signal generator 26 
15 and a defibrillator status indicator 28. The purpose of 
testing system 24 is to test the operational status of 
the defibrillator's conponents and to provide an 
indication of that status automatically in response to 
predetermined events or conditions and/or periodically on 
20 a preset schedule. 

While the testing system 24 and controller 22 
are shown" in Figure 1 as separate elements, they could be 
combined into a single element that performs all testing 
and operational control functions. In addition, the 
25 testing system 24 may also include components located 

within other defibrillator subsystems, such as within the 
high voltage delivery system. In any event, the testing 
system communicates with the tested defibrillator 
components and systems via communication channels to 
30 control the tests and to gather information about the 

status of the tested con?)onents. The testing system also 
communicates indicator control signals to the status 
indicator via communication channels as well. 

Figure 2 is a schematic drawing showing self- 
35 testing subsystems making up testing system 24 in the 
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preferred embodiment. It is not necessary that a given 
defibrillator include each of the subsystems shown in 
Figure 2. According to this invention, the defibrillator 
must include at least one automatic self -test that is 
5 initiated in response to a test signal generated either 
periodically or as a result of a specified event or 
condition. 

Also, it is not necessary for the apparatus 
performing each test in each sxibsystem to be in the same 

10 physical location- Figure 2 is a logical grouping and is 
not intended to be an actual drawing of a defibrillator 
or defibrillator subsystem. 

Each self- test in each group of Figure 2 
responds to a test initiation signal from signal 

15 generator 26, and the result of each self -test in each 

group affects the status is indicated on status indicator 
28. This collection of self -testing subsystems may be 
added to or subtracted from without departing from the 
invention. In addition, while there may be other tests 

20 performed by the defibrillator that do not meet these 
criteria, such tests form no part of this invention. 

The first testing sxibsystem is the 
functionality tester 23. The self -tests performed by 
this subsystem test the operability and functionality of 

25 defibrillator components and/or subsystems. Examples 
include the testing of switches within the switching 
mechanism of the high voltage delivery system and the 
testing of registers within the defibrillator's 
controller. 

30 The second testing s\ibsystem is the calibration 

verifier 25. The self -tests performed by this subsystem 
determine whether certain defibrillator components and/or 
subsystems meet preset specifications. Exaitqples include 
determining the capacitance of the defibrillator's 
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capacitor and checking the response of the controller to 
capacitor voltage values. 

The testing system also may include a 
recalibrator 27 that adjusts a component or sxibsystem of 
5 the defibrillator in response to a determination that the 
conqponent or sul^system is no longer, or no longer 
operates, at a specified value or within a specified 
range of values. For example, parameters used by the 
defibrillator's controller to control operation of the 
10 high voltage delivery system may be changed to reflect 
changes in the values of defibrillator components. 

The actual self- tests automatically perfoirmed 
by a defibrillator's testing system depend in part on the 
defibrillator's structure auad in part on reliability 
15 goals set by the defibrillator's designer. Trade-offs 

may be made between the couplet eness of a given self -test 
(which adds to the reliability of the defibrillator 
product) and the cost of implementing a conqplete and 
accurate self -test. A particular implementation of a 
20 defibrillator and its self- testing system is described 
below. The discussion merely illustrates a preferred 
embodiment of the invention. Our invention covers other 
defibrillator designs amd other collections of 
defibrillator self -tests as well. 
25 Figure 3 is a block diagram showing a preferred 

configuration for the defibrillator of this invention. 
As shown in Figure 3, defibrillator 30 has a power source 
such as a removable battery 32, a controller such as CPU 
34, and a high voltage delivery system 36 including a 
30 capacitor or capacitor bank and appropriate switches (not 
shown) to deliver a pulse of electrical energy to an 
electrode connector or interface 38 and then to a patient 
via electrodes 40. Delivery of the electrical pulse is 
controlled by CPU 34. A test and isolation relay 76 euid 
35 a test load 78 are provided for reasons explained below. 
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An ECG front end system 35 acquires and 
preprocesses the patient's ECG signals through electrodes 
40 and sends the signals to CPU 34 via a system gate 
array 56. System gate array 56 is a custom application 
5 specific integrated circuit (ASIC) that integrates many 
of the defibrillator's functions, such as display control 
and many of the instrument control functions, thereby 
minimizing the number of parts and freeing up main CPU 
time for use in other tasks. The system gate array could 

10 be replaced by discrete logic and/or another CPU, of 
course, as known in the art. 

The defibrillator shown in Figure 3 also has a 
memory device 80 (such as a removable PCMCIA card or a 
magnetic tape), a microphone 81, a speaJcer 82, a LCD 

15 panel 83 and a set of illuminated push-button controls 
84. None of these elements is critical to the present 
invention. 

A system monitor mediates the defibrillator' s 
self -testing fxinctions by watching for scheduled test 

20 times and unscheduled power- on events. The system 

monitor generates test signals periodically at scheduled 
times and in response to specified events. The system 
monitor is also responsible for operating a fail-safe 
defibrillator status indicator or display. The system 

25 monitor communicates test signals to the CPU via a 

communication channel, and the CPU controls and gathers 
information from tested defibrillator components via 
other commimication channels, some of which pass through 
system gate array 56. 

30 In the embodiment shown in Figure 3, system 

monitor 42 is separate from CPU 34 so that power can be 
provided to the system monitor without powering any other 
part of the defibrillator. Thus, system monitor 42 has 
its own power supply 44 apart from the defibrillator 

35 power supply 46, as shown more specifically in Figure 4. 
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This dedicated power supply 44 draws approximately 30 
microaraps from battery 32 and is active whenever power is 
available from the battery. The dedicated system monitor 
power supply may also have its own battery apart from the 
5 main battery. 

As shown in more detail in Figure 4, the other 
major element of system monitor 42 is a low-power gate 
array 48. In this preferred implementation, gate array 
48 is a 44-pin custom ASIC. Gate array 48 is 
10 preprogrammed to perform the functions of the system 

monitor. As an alternative, the system monitor could be 
inplemented with a low power CPU and/or with discrete 
logic components. 

Gate array 48 operates a 32.768 kHz crystal 
15 oscillator to provide the defibrillator testing system's 
scheduling function. The gate array divides the 
oscillator's frequency repeatedly to generate periodic 
(e.g., daily, weekly, monthly) test initiation signals. 
The system monitor also sends a 32.768 kHz clock signal 
20 out on line 52 to be used by the defibrillator system to 
perform other functions. 

In addition to the periodic tests, certain 
defibrillator self -tests are performed rapidly in 
response to activation of the defibrillator's ON button 
25 (shown schematically as element 54 in Figure 4) by an 
operator. Activation of the ON button 54 prontpts the 
system monitor to generate a power- on test initiation 
signal . 

The system monitor indicates the status of the 
30 defibrillator as a result of the periodic and power-on 
self -tests. The status indicator should be fail-safe so 
that the indicator will indicate an inoperable status if 
the system monitor should fail. The system monitor 
comiminicates control information to the status indicator 
35 through communication channels. 
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In a preferred embodiment, the system monitor 
42 powers a status indicator consisting of a visual 
display 58 and a piezo buzzer 60 to indicate the 
operational status of the defibrillator to a user. As 
5 shown in more detail in Figure 5, visual display 58 may 
be a multiple -part LCD €2 powered by the system monitor 
via AC-coupled drive 72. The top plate 64 of the LCD is 
a clear window with an "OK" symbol printed on its back. 
The middle plate 66 is an LCD shutter that is biased so 

10 as to be opaque when driven by the system monitor via 

drive 72. The bottom plate 68 has an international "Not" 
symbol on its top surface. Middle plate 66 also includes 
a separately addressable portion 70 driven by the system 
monitor via AC-coupled drive 74. 

15 In operation, the system monitor 42 drives LCD 

shutter 66 only when confirmation of successful testing 
is received within an expected time window. The visual 
display would then appear as in Figure 5 (d) . Failure to 
receive proper test confirmation within the allotted time 

20 window will cause the system monitor to cease issuing 
drive signals to shutter 66. Shutter 66 will then go 
transparent to superimpose an international "Not" symbol 
on the "OK" symbol in the LCD as shown in Figure 5(c) . 
The system monitor will also then begin powering a 

25 piezoelectric failure alert buzzer 60, preferably for 200 
msec, every 10 sec, so long as there is power enough to 
do so. 

The primary advantages of the visual display of 
the preferred embodiment are its low power requirements 

30 and the fact that it is powered by an AC signal rather 
than a DC signal. This latter point ensures the 
display's fail-safe nature, since the shutter of middle 
plate 66 cannot be maintained opaque without the active 
involvement of the system monitor generating the AC 

35 signal. 
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Separately addresscible portion 70 serves as a 
positive indication (in addition to the fail-safe "OK" 
symbol) that the defibrillator has power and is 
functioning properly. Portion 70 blinks periodically 
5 through the alternating driving and releasing of the 
signal to portion 70 through drive 74. 

In an alternative embodiment, an LCD shutter 
covering an "OK" symbol is driven open to display the 
"OK" symbol to indicate an operational defibrillator 

10 status- The shutter is permitted to close to cover the 
"OK" symbol to indicate that the defibrillator is not 
operational. Another alternative category of fail-safe 
indicators include electromechanical devices, such as 
those used for aircraft instrumentation. 

15 In response to the generation of a test 

initiation signal, the system monitor commands the 
defibrillator's power system to turn on. The CPU then 
issues an appropriate series of commands to perform the 
required tests. The tests performed in response to the 

20 periodic and power- on test initiation signals are 

described in more detail further below with reference to 
the table shown in Figure 6. 

Figure 6 shows the scheduling of some of the 
tests that can be performed by the self -test system of 

25 this invention. Some of the tests are performed when a 
battery is inserted, some are performed daily, some are 
performed weekly, some are performed monthly, some are 
performed when an operator powers -up the defibrillator, 
and some are performed during operation of the 

30 defibrillator. Figure 6 is not an exhaustive list of 

possible tests, nor is performance of any particular test 
listed in Figure 6 essential to the invention. The tests 
and teat groupings shown in Figure 6 are merely an 
example illustrating this invention. 
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The first test grouping is the Battery 
Insertion Test or BIT, The BIT tests all internal 
siibsystems , allows the user to verify PCMCIA card type, 
setup parameters, and the proper operation of systems 
5 that are only externally observable (e.g., LCD operation 
and button functionality). The BIT is performed whenever 
a good battery is inserted into the defibrillator, unless 
the defibrillator's electrodes are attached to a patient. 

The second test grouping shown in Figure 6 is 
10 the Monthly Periodic Self-Test (MPST) . The MPST performs 
the same automated tests as the BIT, but in order to 
conserve power it does not run the externally observable 
systems (e.g-, LCD, LED's, etc J . The MPST is performed 
once every 28 days so long as a good battery is 
15 maintained in the defibrillator. 

The third test grouping shown in Figure 6 is 
the Weekly Periodic Self -Test (WPST) . The WPST performs 
essentially the same autoxnated tests as the MPST, except 
the test shock is not performed in order to conserve 
20 power. The WPST is performed once every 7 days so long 
as a good battery is maintained in the defibrillator. 

The fourth test grouping shown in Figrure 6 is 
the Daily Periodic Self-Test (DPST) . The DPST performs 
fewer tests than the WPST in order to conserve power- 
25 The fifth test grouping shown in Figure 6 is 

the Power-On Self -Test (POST) . The POST is performed 
whenever an operator turns the defibrillator from OFF to 
ON in preparation for use of the defibrillator on a 
patient. The tests performed in the POST are selected to 
30 provide the highest confidence of instrument 
functionality in the shortest possible time. 

The final grouping of tests in Figure 6 is the 
Runtime Tests. These tests are performed continxxally 
during riintime to assess the safety and effectiveness of 
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portions of the defibrillator. The tests are explained 
in more detail below. 

The self -tests listed in Figure 6 are not 
necessarily listed in the order performed. The 
5 performance order depends in part on the 

interrelationship of the components and functions tested. 
To the extent there is no such relationship, then the 
self- test order is arbitrary- 

In general, failure of a self -test results in 
10 an indication of an inoperable status or error status by 
the defibrillator's status indicator- For example, in 
the defibrillator described above, failure of a self -test 
would result in the display of the "Not OK" symbol by the 
system monitor and activation of the audible failure 
15 signal. The system monitor takes this action if it 

receives a signal from the CPU or from the system gate 
array that a test has failed (i.e., that a tested 
component is not f\inctional or that the component's 
calibration could not be verified) or if the system 
20 monitor does not receive infoastation showing that the 
currently- scheduled self- test has passed before the 
eaq>iration of the watchdog's time-out period (e.g., 200 
msec . ) . 

In a preferred embodiment of this invention, 
25 self -test scheduling and result information may be stored 
in system memory for later diagnosis of the defibrillator 
by a techniciain or operator. For example, in the 
defibrillator described above, date and time information 
regarding the self -tests performed are stored in internal 
30 memory and/or in the removable memory 80 (e.g., PCMCIA 
card) so that a history of performed tests can be 
obtained by a technician or operator. In addition, if a 
self -test indicates that a component or subsystem is not 
functional or is out of calibration, or if any 
35 recalibration has been performed, detailed information 
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about that test is stored in internal memory and/ or in 
removable memory. Information regarding environmental 
conditions ( ten^erature , h\imidity, moisture, impacts) may 
also be stored for use in later diagnosis. 
5 The CPU self -test is a functional test. During 

the CPU self -test the CPU tests its internal register 
integrity and verifies its access to local and external 
memory locations. If the CPU does not pass these initial 
tests, it attempts to notify the user of a system failure 
10 by writing to a system failure register in the system 

monitor, resulting in a status display showing "Not OK"- 
If the CPU does ^ not respond to the system monitor within 
200 msec of power on, the system monitor assumes the CPU 
is dead, and the "Not OK" symbol is displayed. 
IS The System Gate Array self -test is also a 

functional test. In the System Gate Array self -test, the 
CPU verifies that it can write to and read from the 
system gate array register set. This test also tests 
other components of the system gate array, such as 
20 whether defibrillator waveform control state machines are 
functioning correctly. Test failures are handled as for 
the CPU self -test above. 

The System Monitor Gate Array self- test is a 
functional test as well. The System Monitor Gate Array 
25 self -test verifies that the CPU can write to and read 
from the system monitor. 

At the beginning of the Program ROM CRC (Cyclic 
Redundancy Check) self -test, the CPU resets the system 
monitor watchdog and executes a CRC on program ROM. This 
30 test is a functional test. 

In the System RAM Checksum self -test (a 
functional test) , RAM used for data memory is verified 
using a test pattern that has a high probability of 
identifying both address and data faults within RAM. 



35 



wo M/27«74 



PCT/US94/05557 



-16- 

Once the pattern has been written to system RAM, the test 
calculates a checksum based on the system RAM contents. 

In the Video RAM Checksum self -test, RAM used 
for video memory is verified in the same manner as for 
5 the system RAM, This self -test is a functional test- 

In the Device Plash ROM Checksum self -test, a 
checksum of the voice data pointer and voice data record 
is calculated and compared with the checksum value stored 
in the internal flash ROM. This self-test is a 
10 functional test as well. 

In the System Watchdog Verify self -test, the 
CPU verifies the watchdog by writing a known watchdog 
time-out into the watchdog register and looping until the 
watchdog time-out register in the system monitor 
15 indicates that the watchdog timer has expired. During 
this test, the watchdog outputs, NMI, and RESET are 
disabled. The CPU signals a failure if the watchdog 
timer does not expire within the expected time frame. 
The PCMCIA Card Verify self -test is a 
20 functional test that checks for the presence and type of 
the removaible memory. 

The next four self -tests listed in Figure 6-- 
Pront End Gain, Artifact System, CMR Channel, and 
Defibrillator Connector/Relay- -are all part of the ECG 
25 front end tests. These tests verify the functionality 

and verify the calibration of the ECG input circuitry and 
the patient /electrode connection circuitry. These tests 
are not performed during the POST since the tests assume 
that there is no load attached to the defibrillator 
30 output connector. 

An explanation of some special features of the 
defibrillator of this invention is required as background 
for the ECG front end tests. Figure 7 shows the ECG 
front end 35 in relationship to the system gate array 56, 
35 the high voltage delivery system 36, a test and isolation 
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relay 76 and the patient connector 38, as well as 
communication channels among some of these elements. The 
test and isolation relay 76 is normally in the state 
shown in Figure 7 so that no shock can be delivered from 
5 the high voltage delivery system 36 to the patient 
connector 38 and to the electrodes 40 attached to a 
patient • 

In this state, any signals from electrodes 40 
will pass through a pair of protective resistors 86 and 

10 88 to an ECG amplifier 90. A high resolution A/D 

converter 92 digitizes the ECG data and sends it to the 
system gate array 56 for processing by the CPU to 
determine whether a shock is required. The system gate 
array 56 also sends control signals to the A/D converter 

15 92. 

The ECG front end 35 also has a 
patient /electrode connection tester consisting of a 
signal generator 94 connected to the ECG signal input 
lines through a pair of protection resistors. The signal 

20 generator 94 receives input from the ECG analog output 
and carrier frequency commands from the gate array. The 
patient/electrode connection tester also produces an 
artifact test signal which is sent through ECG anplif ier 
90 to the CPU via line 98. ECG signal collection and 

25 analysis and artifact detection are not part of the 
present invention. 

During automated testing, the system gate array 
56 uses the signal generator 94 as a test signal injector 
to verify the function of the various ECG front end 

30 elements, wiring to the patient connector 38, and the 
normally-open contacts of the test and isolation relay 
76. To test the ECG processing elements, the system gate 
array 56 causes the signal generator 94 to inject a 
small, low- frequency signal mimicking the ait5)litude and 

35 frequency characteristics of an ECG signal, thereby 
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simulating a patient being monitored by the 
defibrillator. As the frequency of this test signal is 
varied, the digital data stream from the system gate 
array is checked by the CPU for values indicative of 
proper gain and filtering characteristics of the BCG 
front end, thus verifying the functionality and 
calibration of the analog and VD conversion pathways. 

In the Defibrillator Connector/Relay self -test, 
the function of the test and isolation relay contacts 100 
and 102 and patient connector wiring are tested. The 
system gate array 56 causes the signal generator 94 to 
emit a 100 microarop, 600 Hz test signal and concurrently 
switches the test and isolation relay 76 to the normally- 
open position (shown in phantom in Figure 7) . The test 
15 current signal is carried to a 4-wire connection 104 and 
106 directly on the patient connector contacts, through 
the relay common connection, and into the high voltage 
delivery subsystem 36, where both signal lines are held 
at ground potential. The relay 76 is then switched to 
its normally closed position. Carrier voltage is 
measured in both positions is indicative of the 
resistance of the circuit tested. When the relay is in 
normally open position, the carrier voltage should be 
approximately equal to the full scale voltage of signal 
generator 94. When the relay is in the normally closed 
position, carrier voltage should be approximately zero. 

Finally, in the Artifact System self -test, the 
system gate array causes the signal generator 94 to emit 
signals indicative of artifact generation at the 
electrodes. Proper receipt of artifact signals of the 
expected amplitude at the CPU verifies the function and 
calibration of this channel. 

There are three battery -related self -tests that 
are members of each of the test groupings in the 
35 preferred eiribodiment. The battery tests described below 
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are based on a defibrillator design using a battery 
capacity indicator that applies an additional load to a 
single cell in the battery (called the "sense cell"). 
The sense cell is laonitored to determine the remaining 
5 capacity of the entire battery. Other battery charge 
sensor arrangements and other battery charge siibsystem 
self -tests may be used, of course, without departing from 
the scope of the invention. 

The Battery Sense Cell Measurement self-test 

10 listed in Figure 6 determines whether the remaining 
battery capacity is sufficient for performing one more 
use of the defibrillator by determining whether the 
voltage of the sense battery cell is above a threshold 
value of approximately 2 volts. If not, then a Low 

15 Battery Warning State is entered. If this state is 
entered during a BIT, DPST, WPST or MPST, the unit 
returns to Stand-by mode displaying the "Not OK" symbol- 
If this state is entered during a POST or during runtime, 
the user is alerted by a syinbol appearing on the LCD 

20 display 83 and with an audible proitqpt. 

The second listed battery self -test is the 
Battery Sense Cell Load Check. This calibration 
verification self -test verifies the sense cell additional 
load circuitry by turning the additional load circuitry 

25 on and off and measuring the voltage load across the load 
resistor. This test can actually be performed while 
performing the first battery self- test. 

The third listed battery self -test is the 
Battery Stack Check. This functional test measures the 

30 voltage of the entire battery cell stack as a cross-check 
against the Battery Sense Cell Measurement test. If a 
portion of the battery stack other than the sense cell 
has been damaged, the voltage of the entire stack could 
be different than that which would have been eacpected 

35 based on the sense cell test. 
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In the Power Supplies Check calibration 
verification self -test, the system monitor activates the 
defibrillator's power supply system to supply power to 
all of the instrument's elements. Scaled representations 
5 of the voltages from the supplies are input for 

verification to the main CPU A/D converter . For exanqple, 
the major power supplies are: +18 volt switched battery; 
+5 volt for system monitor; +5 volts for main logic and 
analog; -5 volt for analog only; -14 to -22 volt CPU 
10 adjustable for LCD bias; +20 volts for IGBT switch 

drives; +2.5 volt reference for ECG front end; +5 volt 
reference for main CPU A/D converter; and 50 ma current 
source supply for LCD backlight (tested by voltage 
developed) . In addition, the high voltage supply is 
15 tested by its ability to charge the capacitor. 

The HV Isolation Relay self -test determines the 
fxinctionality of the test and isolation relay 76. In the 
first part of the test, the system gate array 56 moves 
the test and isolation relay to its normally open 
20 position, i.e., with the switches against contacts 100 

and 102 • The ECG front end measures the impedance across 
conductors 96 and 97. If the measured impedemce 
corresponds to a predetermined ixnpedance value, then the 
relay passes this part of the test. 
25 The ECG front end then measures the impedcuice 

across conductors 96 and 97 with the test and isolation 
relay 76 in the normally closed position shown in Figure 
7. The measured ixqpedance should be high (>14k Ohms) . 
If not, either a load is present at electrodes 40 or the 
30 relay failed to move completely to the normally closed 

position. In either case, the test fails, and the system 
monitor displays the "Not OK" symbol on the status 
indicator. In addition, failure to meet both parts of 
the Isolation Relay test prevents the defibrillator from 
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performing the High Voltage Discharge Test described 
below . 

Under normal conditions, the defibrillator used 
to iitiplement and practice the preferred embodiment of 
5 this invention delivers a truncated escponential biphasic 
waveform to the patient. Pig\ire 8 provides further 
information regarding the preferred defibrillator's high 
voltage delivery system and how its operation is verified 
and calibrated during self -test. 
10 High voltage delivery system 36 has a capacitor 

or capacitor bank 112 which can be charged to a preset 
voltage through* a high voltage charger 114 connected to 
the power supply system 46 and battery 32 . Operation of 
the high voltage charger is controlled by system gate 
15 array SS . A high voltage switch 110 coMisting of five 
switches A-E and a shunt resistor Rbite controls delivery 
of the biphasic waveform from capacitor 112 to the 
patient connector 38 through test amd isolation relay 76 
under the control of system gate array 56. 
20 Information regarding charge, current and 

voltage parameters at the capacitor is provided to system 
gate array 56 by a current amd charge measurement device 
116, an overvoltage detector 118 and a voltage divider 
120. Current and charge measurement device 116 is 
25 preferably a conqparator that trips when a preset charge 
amount has been transferred from capacitor 112 . The time 
required for this charge transfer is determined by system 
gate array 56 and is used to determine first and second 
phase durations via a look-up table in system gate array 
30 56. All information and control signals pass among the 
elements via communication chaimels , some of which are 
shown schematically in Figure 8. 

Resistor Rbite is P*'^^ °* ^ overcurrent 
protection mechanism to protect circuit conponents from 
35 the effects of high current in the event that the 
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iinpedance load between electrodes 40 is too low. Ualess 
the initial current as measured by current and charge 
measurement device 116 is below a preset threshold, RgiTB 
is kept in the waveform delivery circuit to limit the 
current flowing from capacitor 112 through the switching 

mecheinism llO. 

The high voltage delivery system has an 
overvoltage protector that protects switching circuit 
components from the effects of excessive voltage in the 
event of a higher than expected patient load resistance 
by preventing any transition from a first biphasic 
waveform phase to a second biphasic waveform phase. 
Analog voltage information from the capacitor is fed from 
a voltage divider 122 to an overvoltage detector 118. 
15 overvoltage detector 118 is preferably a comparator that 
trips at a preset voltage. The status of the comparator 
is communicated to system gate array 56, which controls 
operation of the switching mechanism llO. 

Finally, analog information regarding the 
20 charge state of capacitor 112 is sent to CPU 34 via 
voltage divider 120, where it is converted to digital 
form. This capacitor voltage information is used by the 
CPU to control capacitor charging. 

The High Voltage Delivery Subsystem self -test 
25 actually includes a number of individual self -tests. 

Capacitor 112 is charged to full voltage (e.g., apprbx. 
1710 volts) . AS the capacitor voltage rises, the 
calibration of the overvoltage detector 118 is checked to 
see that it trips at the proper threshold voltage. If it 
30 fails to trip, the system gate array returns a signal to 
the system monitor to show "Not OK" on the status 
indicator. 

After the capacitor has been fully charged, the 
system gate array 56 sets the high voltage switch 110 to 
35 its normal initial discharge position (switches A and 1B 
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closed, all other switches open) and commences discharge 
of the capacitor through the test and isolation relay 76 
to the test load resistance Rj^. simulates the load of 
a patient to whom the defibrillators electrodes may be 
5 attached. R^ is preferably approximately 10 ohms, 
however, which is smaller than the minixmjun allowable 
patient resistsoice for the defibrillator. This low 
resistance assures that the test stresses all of the 
elements tested in the high current pathways for worst - 

10 case patient conditions. 

During this part of the High Voltage Delivery 
self -test, the system gate array verifies overcurrent 
detection calibration by determining whether the CPU 
correctly identifies the overcurrent condition detected 

15 by current and charge measurement device 116- The system 
gate array also checks for proper operation of the charge 
threshold detector and that the overvoltage detector 118 
trips properly when the capacitor voltage drops below the 
safe voltage threshold, in both cases by determining 

20 whether these events occur at their expected times. If 

either of these parameters is not its expected value, the 
system monitor displays "Not OK" on the status indicator. 

As the capacitor voltage drops during discharge 
through the test load, the current measured by the 

25 current amd charge measurement device 116 drops as well. 
The CPU marlcs the time the current drops below the 
overcurrent threshold (tQ) . As the current continues to 
fall, the CPU marks the time (t-j^) that the current 
reaches a value that is 37% of the overcurrent threshold. 

30 The difference of these two times is the time constant 
given by the product of the capacitor, value C emd the 
series resistcunice: 

ti - to « (R^ + ^BITE^ * ^• 

35 
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Switch D is then closed to short out RbitE' 
This results in another overcurrent situation, and the 
CPU once again marks the time (tj) of capacitor decay to 
the overcurrent threshold and the time, (tj) to 37% of the 
5 threshold. Since Rbxte ^ removed, 

t3 - t2 = J?L * C. 

Since the time measurements can be made very accurately, 
10 the relationships between the resistive and capacitive 
components (and therefore their calibration) can be 
verified very accurately as well: 

15 tj-tj" Rj, 



20 



25 



30 



If the calculated resistance value differs from the 
expected value by more than a predetermined amount (e.g., 
1%) , or if the calculated capacitance value differs from 
the'escpected value by more than a predetermined amount 
(e.g., 5%), the system monitor displays the "Not OK" 
symbol. 

In the preferred embodiment, the gain of the 
comparators of the current and charge measurement 
subsystems are determined by the particular values of the 
components used during assembly of the device. Due to 
allowable tolerance variation of the components, the 
times that the currents pass associated threshold values 
(to and tj) may vary from ideal values (tj, (ideal) and 



wo 94/27674 



-25- 



PCT/US94/05557 



t2 (ideal)). Actual values of tQ and t2 are measured 
during self -test of the instrument and compared to stored 
tQ (ideal) and t2 (ideal). If the actual values of tg and 
t2 measured during the High Voltage Discharge Test differ 
5 from the ideal values by less than a preset amount, then 
the gain on the comparator of the current and charge 
measurement device 116 is automatically recalibrated by 
the CPU to a range closer to the ideal value. If the 
actual values differ from the ideal by the preset amount 

10 or more, the test fails and the system monitor displays 
the "Not OK" symbol on the status indicator. 

In a similar manner, the expected time for 
times for the measured charge delivery to cross the 
charge threshold used to determine first and second phase 

15 durations in normal operation is compared to the actual 

time. If the difference is less than a preset value, the 
CPU recalibrates the phase durations by recalculating the 
phase duration values according to a predetermined 
equation and storing the new values in the look-up table, 

20 Alternatively, the CPU could simply replace the original 
look-up table with another that is correlated with a 
particular time difference. If the time difference is 
equal to or greater than the preset value, then the test 
fails and the system monitor displays the "Not OK" symbol 

25 on the status indicator. 

Another feature of the defibrillator of 
preferred embodiment is an undercurrent detector. If the 
patient to whom the electrodes are attached has an 
impedance greater than a specified value, or if one of 

30 the electrodes has become dislodged or unattached, in 
normal operation the defibrillator's discharge will 
abort. This condition is detected by the current and 
charge measurement device 116 in conjxinction with the 
CPU. 
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The High Voltage Delivery self-test verifies 
calibration of the undercurrent detector by determining 
whether the low current condition is detected as the 
capacitor continues its discharge and the discharge 
5 current falls. If the CPU fails to detect the 

undercurrent condition, the test fails and the system 
monitor displays the "Not OK" symbol on the status 
indicator. 

After the capacitor has coirqpletely discharged, 

10 it is recharged and discharged through the second current 
path by opening all switches in high voltage switch 110, 
then closing switches B and C. Many of the same 
parameters described above can be measured to verify the 
functionality of switches B and C. 

The Waveform Delivery self -test is performed 
only while the defibrillator is operating in normal mode 
(e.g., connected to a patient). The defibrillator 
evaluates the measured and calculated waveform parameters 
after each delivered shock to determine if the waveform 

20 was delivered as expected. For example, if the 

defibrillator is constructed and operated to deliver a 
truncated TBxponential biphasic waveform, the 
defibrillator will analyze waveform parameters such as 
start voltage, phase 2 end voltage, phase 1 duration and 

25 phase 2 duration. If the delivered waveform parameters 
cannot be reconciled with other information available to 
the defibrillator, the defibrillator warns the operator 
of a potential fault condition by, e.g., displaying a 
warning on the defibrillator's LCD. 

30 The three Calibration Standard self -tests are 

an automatic way of verifying that defibrillator system 
standards have not drifted out of calibration. The 
standards are the values of R^, RbitE' system monitor 

clock, the CPU clock, the CPU A/D convertor reference 

35 voltage and the ECG front end A/D convertor reference 
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voltage. For all test groupings except the run time 
test, the voltage references are checked against each 
other to determine if either has drifted far enough from 
its esq^ected value to affect the accuracy of the 
5 defibrillator. Specifically, the analog reference 

voltage for the ECG front end A/D converter (which has an 
expected value of 2,5 volts in the preferred embodiment) 
is measured by the CPU A/D converter. If the measured 
digital value differs from 2 . 5 volts by more than a 

10 predetezmined tolerance, then at least one of the two 
reference voltages (i.e., either the ECG front end A/D 
convertor reference voltage or the CPU A/D converter 
reference voltage) has drifted so far so as to affect the 
reliability of the device. 

15 The time references are cross-checked in a 

similar way. The CPU counts the clock pulses from the 
system monitor clock for a predetermined amount of time 
(as measured by the CPU clock) . If the number of counted 
system monitor clock pulses differs from its expected 

20 value by more than a predetermined amount, then at least 
one of the two clocks has drifted out of the tolerance 
range . 

In addition, as discussed above, the High 
Voltage Delivery self -test cross-checks the values of 
25 and Rqxte* Verification of the calibration of all three 
sets of reference variables is a prerequisite to the 
overcurrent detection calibration and charge threshold 
detection calibration described above. 

In normal stand-by mode, the contacts beneath 
30 all buttons should be open. The Stuck Button self -test 
determines whether any of the contacts are closed. If 
so, the test returns a "Not OK" signal. 

The remaining tests require user intervention 
aiid/or observation and are therefore part of only the BIT 
35 or POST test groupings. In the Button test, the user is 
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prompted to depress identified buttons on the instrument 
to determine whether the buttons are functioning 
properly. All of the other tests run without user 
intervention. They each require the user to observe that 
5 the defibrillator elements tested are functioning 
correctly. 

In addition to performing the self -tests 
according to the periodic schedule and in response to the 
battery insertion and operation of the defibrillator (as 
10 shown in Figure 6) , a group of self -tests can be 

performed automatically in response to environmental 
events, such as, mechanical shock, e,g. as in a fall (as 
measured by an accelerometer) ; vibration (also as 
measured by an accelerometer) ; the invasion of moisture 

15 into the defibrillator housing (as measured by a hxjmiidity 
sensor) ; or e3q)osure of the defibrillator to temperature 
extremes (as measured by a thermocouple, thermistor or 
other ten5)erature sensor) . 

An alternative embodiment of this invention is 

20 shown in Figure 9, Unlike the preferred embodiment 

discussed above which tests the entire defibrillator up 
to but not including the defibrillator electrodes, the 
self-test system of this first alternative embodiment 
checks the integrity of electrodes stored with the 

25 defibrillator. This alternative embodiment may be used 
together with the self -test system described above in the 
preferred embodiment, although it may also be used with 
other defibrillator self -tests systems and methods. 

In Figure 9, an electrode apparatus 202 

30 includes a pair of electrodes 204, conductive gel layers 
206 covering the electrodes, and a pair of test pads or 
contacts 208 shown here to be in electrical contact with 
gel layers 206. Electrodes 204 connect to a standard 
defibrillator circuit via conductors 210. In the circuit 

35 state shown here, the system is set to monitor patient 
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ECG signals as if the electrodes were attached to a 
patient. In this monitoring state, switches 212 send the 
incoming signal from the electrodes through a preamp 214 
and an A/D converter 216 for preprocessing before 
5 forwarding the signal to system microprocessor 218. 

Microprocessor 218 monitors the received ECG signals and 
compares them to stored patterns or other criteria to 
distinguish normal patient ECG patterns from ECG patterns 
requiring action by the defibrillator system, as 

10 discussed below. 

When configured as shown in Figure 9, i.e., so 
that electrodes. 204 are in electrical contact with test 
pads 208, the system is in test mode. The defibrillator 
system of this invention has a patient simulation and 

15 test circuit 220 to monitor the condition and integrity 
of the system prior to deployment of the electrodes amd 
application of the electrodes to a patient. 
Periodically, microprocessor 218 sends a series of test 
signals to D/A converter 222, which converts the signals 

20 to their analog equivalent and transmits the signals to 
test pads 208 via conductors 224 • Electrodes 204 
retrieve t-he test signals as if the test signals were 
actual patient ECG signals and sends the signals back to 
the microprocessor through the ECG monitor circuit 

25 described above. 

Preferably, the test signals are of at least 
two types: normal patient ECG waveforms, and ECG 
waveforms indicating a therapeutic pulse is required. 
The microprocessor analyzes the test signals as if they 

30 were actual patient ECG signals and decides whether or 
not to apply a therapeutic pulse to the electrodes. In 
ECG test mode, however, the actual pulse is not generated 
or applied. Rather, the microprocessor examines its own 
decision to determine if it was correct. If the outgoing 

35 ECG test signal from the microprocessor to the D/A 
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converter was a normal ECG waveform and the 
microprocessor determines from the incoming test ECG 
signal that a therapeutic pulse is required, the system 
is faulty, and the microprocessor indicates the fault on 
5 a fault indicator or status indicator 226. Likewise, if 
the outgoing ECG test signal from the microprocessor to 
the D/A converter was an ECG wavefoim indicating the need 
for a therapeutic pulse and the microprocessor determines 
from the incoming test ECG signal that a therapeutic 

10 pulse is not required, the system is faulty, and the 

microprocessor indicates the fault on a fault indicator 
or status indicator 226. If, on the other hand, the 
microprocessor determines correctly the required course 
of action, the status indicator is not activated. 

If the system passes the ECG tests, it then 
performs a defibrillator test by generating a pulse 
through its normal pulse generating circuitry and sending 
the pulse to the electrodes 204. To initiate the pulse 
test, the microprocessor sends a charge command to a 

20 charge controller 230, which begins charging capacitor 
232 in a known manner from power supply 234. When the 
charge on capacitor 232 has reached the required level 
{either the charge level required for normal operation or 
some other test charge level) , switch relay 228 moves 

25 switches 212 to their other position. This switch 
position permits the pulse circuit to discharge the 
capacitor to deliver a damped sinusoidal shock to the 
electrodes . 

The pulse transmitted by the electrodes through 
30 conductive gel layers 206 to test pads 208 is monitored 
by the test circuit 220 across a patient load simulator 
236. The signal is reduced by a divider circuit and sent 
to microprocessor 218 via A/D converter 238. If the 
pulse received by the microprocessor does not meet 
35 predetermined criteria (such as voltage levels and signal 
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waveform shape) , the microprocesBor indicates a system 
fault by activating status indicator 226. So long as the 
system passes the tests, the tests are repeated 
periodically until the electrodes and their gel layers 
5 are removed from test pads 208 as determined by a 
deployment detector 240. 

Figures 10 and 11 show a particular electrode 
apparatus that can be used to practice the self -test 
invention of the first alternative embodiment, and 
10 Figures 12-14 show the electrodes of Figures 10 and 11 
mounted in a retainer for use with a defibrillator. 
Other electrode' and retainer designs may also be used, of 
course, without departing from the invention. 

As shown in Figures 10 and 11, the electrode 
15 apparatus 340 has a relatively stiff electrode body 345 
attached to a flexible substrate 342 with a medical grade 
adhesive. In this embodiment, substrate 342 is a polymer 
such as polyester or Kapton, approximately 3 mils thick. 
The length of substrate 342 depends on the requirements 
20 of the application. Electrode body 345 is preferably 

made from a light-weight, closed-cell foam approximately 

25 mils thick. 

An electrode disk 344 is disposed within 
ele^ctrode body 345. Electrode disk 344 is preferably a 
25 circular piece of metal foil, such as 3 mil tin, 

approximately 80 cm^ in area, attached to substrate 342 
with a suitable medical grade adhesive. Electrode disk 
344 is covered with a layer of conductive gel 351 in a 
known manner. The thickness of gel layer 351 is 25 mils 
30 to make its top surface approximately even with the 
surrounding electrode body surface. Medical grade 
adhesive is disposed in adhesive area 352 on the top 
surface of electrode body 345 surrounding the opening 353 
for electrode disk 344. 
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A first conductor 346 and a first electrical 
attachment pad 348 are formed on, or attached to, 
flexible substrate 342- Conductor 346 and electrical 
attachment pad 348 are preferably 3 mil tin foil formed 
5 integrally with electrode disk 344 and attached to 

substrate 342 with adhesive. A second conductor 343, a 
second electrical attachment pad 341 and a test pad 338 
are fozined on, or attached to, substrate 342. Conductor 
343, attachment pad 341 and test pad 338 are also 

10 preferably formed as an integral piece of metal foil 
attached to substrate 342 with adhesive. 

An insulating cover 347 is adhesively attached 
over substrate 342 and conductors 343 and 346. Cover 347 
has a silicon release coating on its top side. Openings 

15 349 and 337 are formed in cover 347 so that attachment 
pads 348 and 341, respectively, can make electrical 
contact with a connector, as described below. An 
additional opening 339 is formed in cover 347 so that 
test pad can make electrical contact with electrode 344 

20 through gel 351, also as described below. 

In Figures 12-14, a pair of the electrodes 
shown in Figures 10 and 11 are mounted in a retainer for 
use with a defibrillator system. Figure 12 shows the 
electrodes in a predeployment storage position. In this 

25 position, the flexible substrate 342 of each electrode is 
folded in an accordion fashion and placed in retainer 
360. 

The portion of sijjbstrate 342 on which the 
attachment pads 341 and 348 are located extends into a 

30 retainer connector area 370 for electrical attachment to 
a corresponding connector 372 on the defibrillator 358. 
Figure 13 shows the details of one embodiment of the 
connectors for attachment pads 348 on the two electrode 
apparatuses. The same arrangement may be used for 

35 attachment pads 341. 
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Metal crimps 374 at the end of substrate 342 
make electrical contact with attachment pads 341 and 348. 
The crimps 374 partially extend through openings 378 in 
the connector portion 370 of retainer 360. When the 
5 retainer connector portion is inserted into the connector 
portion of the defibrillator 358, crimps 374 make 
electrical contact with defibrillator contacts 376. The 
resilient action of the crimps 374 also provide the 
mechanical attachment of retainer 360 to defibrillator 
10 358. The contacts 376 for each electrode and for each 
test pad are connected to the defibrillator electronics 
in a ]cnown manner. 

The test pads 338, their associated conductors 
343, their attachment pads 341, and the retainer 
15 connector 370 serve as the interface between the 
electrodes and a patient simulator circuit within 
defibrillator 358 during the defibrillator system tests 
described above. A status indicator 359 such as a light 
or an audible annunciator is provided to inform the user 
20 of test results. 

Likewise, the conductors 346 and attachment 
pads 348 on the substrates are the interface between the 
electrodes and the defibrillator for delivery of the 
defibrillating voltage pulse and/or for monitoring of the 
25 electrical activity of the patient's heart during normal 
operation of the defibrillator. The positions of the 
electrode apparatus during the two operational modes will 
be explained with reference to Figures 12 and 14. 

In the folded position shown in Figure 12, the 
30 conductive gel 351 covering the electrode disk 344 of 

each electrode apparatus lies in electrical contact with 
its respective test pad 338, This contact closes the 
circuit going from one electrode through the patient 
sixmilation circuit to the other electrode so that the 
35 patient simulation tests can be performed. 
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Also, in the folded position shown in Figure 
12, the adhesive surrotinding the electrode disk lies 
against an area 354 on the top surface of sxibstrate 342. 
The top surface of substrate 342 is coated with a 
5 suitable release coating such as silicon in at least 
release area 354. The release coating enables the 
adhesive to peel away from siibstrate 342 during 
deployment of the electrode, as discussed below. The 
covering action of the substrate over the conductive get 

10 also helps keep the conductive gel from drying out during 
storage. A handle 356 attached to the back side of 
electrode body 345 lies in position in which it can be 
grasped by a user during deployment of the electrodes. 
Figure 14 demonstrates deployment of the 

15 electrodes. As shown in Figure 14, the user pulls 

electrode body 345 out of retainer 360 by grasping handle 
356. As it moves out of the retainer, the electrode disk 
344 and its conductive gel layer 351 peel away from 
substrate surface 342. Movement of the conductive gel 

20 layers 351 of the electrodes away from their respective 
test pads 338 breaks the circuit through the patient 
simulator. After removal from the retainer, the 
electrodes may be place on a patient and used for 
monitoring the patient's heart activity and for applying 

25 therapeutic electrical pulses in the usual manner. 

Figures 15-18 show a second electrode and 
retainer design that can be used to practice the self- 
test invention of the first alternative enibodiment of 
this invention. As shown in Figures 15 and 16, the 

30 electrode apparatus 140 has a flexible body or substrate 
142, preferably formed from 1/16" closed cell foam. A 
backing layer 182 is attached to the underside of 
substrate 142 with a medical grade adhesive. Backing 
layer 182 may be formed from Tyvek or* any other suitable 

35 material. 
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The iinderside of backing layer 182 is coated 
with a silicon release material. A pair of test pads 138 
are adhesively attached to the top of backing layer 182 
over a pair of openings 184 whose diameters are slightly 
5 smaller thsm the diameters of test pads 182. Openings 

184 provide access to test pads 138 from the underside of 
backing layer 182. 

Conductors 142 lead from test pads 138 to 
attachment pads 141. Openings 186 beneath attachment 

10 pads 141 have diameters slightly smaller than the 

diameters of attachment pads 141. Each set of test pad, 
conductor auad attachment pad is preferably formed from a 
single piece of tin metal foil 3 mils thick. 

A pair of electrodes 144 are adhesively 

15 attached to the cop of substrate 142. Conductors 146 
lead from electrodes 144 to attachment pads 148. Each 
set of electrode, conductor and attachment pad is 
preferably formed from a single piece of tin metal foil 3 
mils thick. The surface area of each electrode is 

20 preferably 80 cm^. A layer of conductive gel 151 covers 
each electrode. The thickness of the conductive gel 
layer is preferably 25 mils. 

An insulating cover 147 is attached to the top 
side of substrate 142 with medical grade adhesive. Cover 

25 147 has openings 180 for the electrodes and openings 149 
for the attachment pads. Openings 180 have diameters 
slightly smaller than the diameters of their respective 
electrodes, and openings 149 have diameters slightly 
smaller than their respective attachment pads. Medical 

30 grade adhesive covers all of the top surface of cover 147 
except for handle area 156 and connector area 157 for 
attachment of the electrode apparatus to a patient. 

Figures 17 and 18 show the electrode apparatus 
of this embodiment xnounted in a retainer. As seen in 

35 Ficfure 17, prior to deployment, the electrode apparatus 
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is wound around a spool -shaped retainer 160 mounted on 
top of a defibrillator 158. The portion of the electrode 
apparatus on which the attachment pads 141 and 148 are 
located extend into the center of the retainer spool 
5 where they make electrical connection with conductors 
(not shown) that connect to the defibrillator connector 
172. The metal crimps shown in Figure 13 may be used for 
this purpose. A protective cover 164 may be kept over 
retainer spool 160 until the electrodes are to be 
10 deployed. 

In the undeployed state shown in Figure 17, the 
conductive gel layers 151 and the adhesive coating on 
cover layer 147 face the inward toward the center of the 
retainer spool, and the release coating on the tinderside 

15 of backing layer 182 faces outward from the center. 

Thus, when the electrode apparatus is wound about itself, 
the conductive gel layers 151 and the adhesive coating on 
the cover layer lie against the silicon release coating 
of the backing layer 182. Also, the conductive gel 

20 layers 151 of each electrode lie in electrical contact 
against their respective test pads 138, as shown. This 
contact closes the circuit going from one electrode 
through the patient simulation circuit to the other 
electrode so that the patient simulation tests can be 

25 performed. A status indicator 159 such as a light or an 
audible annunciator is provided to inform the user of 
test results* 

To deploy the electrode apparatus of this 
embodiment, the protective cover 164 is removed, ajid the 

30 electrode apparatus is unwound from retainer spool 160 by 
pulling on handle or tab 156, as shown in Figure 18. The 
release coating on backing layer 182 permits the 
conductive gel layers 151 and the adhesive on cover layer 
147 to peel away. Movement of the conductive gel layers 

35 151 of the electrodes away from their respective test 
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pads 138 breaks the circuit through the patient 
simulator. The electrode apparatus is then applied to 
the patient and used for monitoring the patient's heart 
activity and for applying therapeutic electrical pulses 
5 in the usual manner. 

The electrode apparatus and spool retainer 
remain attached to the defibrillator during use. The 
conductors 146 and attachment pads 148 provide the 
electrical connection between the electrodes 144 and the 

10 defibrillator for delivery of the def ibrillating voltage 
pulse and/or for monitoring of the electrical activity of 
the patient's hfeart. After use, the retainer spool and 
the electrode apparatus it houses can be discarded and 
replaced with a new electrode set. 

X5 Variations of the structure and methods 

described above are within the scope of this invention. 
Tests and test structures may be tailored to meet the 
needs of a particular defibrillator design and its 
intended use environment. 

20 
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What is claimed is: 



10 



15 



20 



25 



30 



35 



1. A defibrillator comprising: 

a high voltage delivery system con5>rising an 
energy source and a switch connecting the energy source 
to the exterior of the defibrillator; 

a controller operably connected to the high 
voltage delivery system; and 

a self-test system coinprising a defibrillator 
status indicator and a test signal generator. 

2. The defibrillator of claim i wherein the 
self-test system further con^jrises a functionality tester 
and communication channels between the functionality 
tester and the test signal generator and between the 
functionality tester and the status indicator. 

3 . The defibrillator of claim 2 wherein the 
high voltage delivery system further compriBes a switch, 
the self -test system further comprising a communication 
channel between the functionality tester and the switch. 

4. The defibrillator of claim 2 wherein the 
self -test system further comprising a communication 
channel between the functionality tester and the 
controller. 

5. The defibrillator of claim 2 wherein the 
self-test system further comprises a relay having an 
operational position and a test position, the self-test 
system further coinprising a communication channel between 
the functionality tester and the relay. 

6. The defibrillator of claim 2 further 
comprising an electrode, the self- test system further 
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comprising a cotnmunication channel between the 
functionality tester and the electrode. 

7. The defibrillator of claim 1 wherein the 
5 self -test system further coniprises a calibration verifier 
and communication chamnels between the calibration 
verifier and the test signal geneirator and between the 
calibration verifier and the status indicator. 

10 8. The defibrillator of claim 7 further 

comprising an overcurrent detector, the self -test system 
further comprising a communication channel between the 
calibration verifier and the overcurrent detector. 

15 9. The defibrillator of claim 7 further 

comprising an undercurrent detector, the self -test system 
further con^jrising a conraunication channel between the 
calibration verifier and the undercurrent detector. 

20 10. The defibrillator of claim 7 further 

comprising an overvoltage detector, the self- test system 
further comprising a communication channel between the 
calibration verifier and the overvoltage detector. 

25 11. The defibrillator of claim 7 further 

con?)rising an ECG front end, the self-test system further 
coii5>rising a communication channel between the 
calibration verifier and the ECG front end. 

30 12. The defibrillator of claim 7 wherein the 

high voltage delivery system con^trises a resistor, the 
self -test system further comprising a communication 
channel between the calibration verifier and the 
resistor. 
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13. The defibrillator of claim 12 wherein the 
high voltage delivery system resistor is a reference 
standard for the defibrillator. 

5 14. The defibrillator of claim 13 further 

comprising a second resistor, wherein the high voltage 
delivery system resistor and the second resistor together 
are reference stcuidards for the defibrillator. 

10 15. The defibrillator of claim 7 wherein the 

high voltage delivery system comprises a capacitor, the 
self -test system further comprising a commxinication 
channel between the calibration verifier and the 
capacitor. 

15 

16. The defibrillator of claim 7 wherein the 
controller comprises a clock, the self -test system 
further coicprising a communication channel between the 
calibration verifier and the clock. 

20 

17. The defibrillator of claim 16 wherein the 
controller clock is a reference standard for the 
defibrillator. 

25 18. The defibrillator of claim 17 further 

comprising a second clock, wherein the controller clock 
and the second clock together are reference standards for 
the defibrillator. 

30 19. The defibrillator of claim 7 further 

comprising a voltage source, the self -test system further 
con^rising a communication channel between the 
calibration verifier and the voltage source. 
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20. The defibrillator of claim 19 wherein the 
voltage source is a reference standard for the 
defibrillator . 

5 21. The defibrillator of claim 20 further 

canqprising a second voltage source, wherein the first and 
second voltage sources together are reference standards 
for the defibrillator. 

10 22. The defibrillator of claim 1 wherein the 

self -test system further comprises a recalibrator . 

23. The defibrillator of claim 22 further 
comprising a current sensor, the self -test system further 

15 conrorising a communication channel between the 
recalibrator and the current sensor. 

24. The defibrillator of claim 22 further 
comprising a waveform shape controller, the self- test 

20 system further con5)rising a communication channel between 
the recalibrator cind the waveform shape controller. 

25. The defibrillator of claim 1 further 
comprising a battery, the self -test system further 

25 comprising a battery condition tester and communication 
channels between the battery condition tester and the 
battery, between the battery condition tester suad the 
status indicator, and between the battery condition 
tester and the test signal generator. 

30 

26. The defibrillator of claim 1 wherein the 
test signal generator comprises a system monitor that is 
separate from the controller. 
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27. The defibrillator of claim 26 wherein the 
system monitor comprises an ASIC. 

28. The defibrillator of claim 26 further 

5 conprising a controller power supply, wherein the system 
monitor con5)rises a system monitor power supply separate 
from the controller power supply. 

29. The defibrillator of claim 26 wherein the 
10 system monitor further comprises mesuis for generating 

periodic test signals. 

30. The defibrillator of claim 26 wherein the 
system monitor further comprises means for generating 

15 test signals in response to specified events or 
conditions . 

31. The defibrillator of claim 30 in which the 
event or condition is a power- on request from an operator 

20 for use of the defibrillator. 

32. The defibrillator of claim 30 in which the 
event or condition is the insertion of a battery into the 
defibrillator. 

25 

33. The defibrillator of claim 30 in which the 
event or condition is environmental. 

34. The defibrillator of claim 33 in which the 
30 environmental event or condition is temperature. 

35. The defibrillator of claim 33 in which the 
environmental event or condition is moisture. 
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36. The defibrillator of claim 33 in which the 
environmental event or condition is mechanical shock . 

37 • The defibrillator of claim 33 in which the 
5 environmental event or condition is vibration. 

38. The defibrillator of claim 26 wherein the 
system monitor coniprises a watchdog timer. 

39- The defibrillator of claim 1 wherein thei 
status indicator comprises a visual display. 

40. The defibrillator of claim 39 in which the 
visual display con^rises means for providing fail-safe 

15 operation. 

41. The defibrillator of claim 1 wherein the 
status indicator comprises a sound generator. 

20 42. The defibrillator of claim 1 further 

comprising memory and a communication channel between the 
self-test system and the memory. 

43. A method for automatically determining and 
25 indicating the operational status of a defibrillator, the 
method comprising the following steps: 

generating a test signal within the 
defibrillator automatically in response to a 
predetermined event or condition; 

performing a self -test in response to the test 
signal; and 

indicating the status of the defibrillator 
based on a result of a self -test. 
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44 • The method of claim 43 wherein the event 
or condition is the passage of time. 

45. The method of claim 43 wherein the event 
5 or condition is an operator's rec[uest for use of the 

defibrillator. 

46. The method of claim 43 wherein the event 
or condition is insertion of a battery into the 

10 defibrillator. 

47. The defibrillator of claim 43 in which the 
event or condition is environmental. 

48. The defibrillator of claim 47 in which the 
environmental event or condition is temperature. 

49. The defibrillator of claim 47 in which the 
environmental event or condition is moisture. 

20 

50. The defibrillator of claim 47 in which the 
environmental event or condition is mechanical shock. 

51. The defibrillator of claim 47 in which the 
25 environmental event or condition is vibration. 

52. The method of claim 43 wherein the self- 
test determines the functionality of a defibrillator 
component or system. 



30 



53. The method of claim 43 wherein the self- 
test verifies the calibration of a defibrillator 
component or system. 
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54. The method of claim 53 further con5)riBing 
the step of recalibrating a defibrillator component or 
system in response to a calibration verification self- 
test • 

5 

55. The method of claim 53 wherein the self- 
test coa5>rises discharging a capacitor and measuring 
electrical and time values associated with the 
capacitor's discharge. 

10 

56. The method of claim 53 wherein the self- 
test further comprises using a resistance within the 
defibrillator as a reference value. 

57. The method of claim 53 wherein the self- 
test further conqprises using two resistances within the 
defibrillator as reference values through a con^^arison of 
two resistamce values. 

20 58. The method of claim 53 wherein the self- 

test further comprises using a voltage source within the 
defibrillator as a reference value. 



59. The method of claim 53 wherein the self- 
25 test further conprises using two voltage sources within 
the defibrillator as reference values through a 
coitqparison of two voltage source values. 



30 



60. The method of claim 53 wherein the self- 
test further comprises using a clock within the 
defibrillator as a reference value. 



35 



61. The method of claim 53 wherein the self- 
test further comprises using two clocks within the 
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defibrillator as reference values through a comparison of 
two clocks. 

62. The method of claim 43 wherein the 

5 indicating step comprises displaying status information 
on a visual display. 

63. The method of claim 62 wherein the 
displaying step comprises providing an active display 

10 signal to the visual display, the visual display having a 
first state when provided with the active display signal 
and a second state in the absence of the active display 
signal, the second state indicating a nonoperational 
state of the defibrillator. 

64. The method of claim 63 wherein the active 
display signal is an AC signal. 

65. The method of claim 43 wherein the 
20 indicating step comprises providing audible status 

information. 

66. A method for testing cmd indicating the 
operational status of a defibrillator comprising the 

25 following steps: 

generating a test signal within the 
defibrillator automatically and periodically on a 
predetermined schedule; 

performing a plurality of self -tests in 
30 response to the test signal to determine the status of a 
plurality of components of the defibrillator, the tests 
being performed without human intervention; and 

indicating the status of the defibrillator in 
response to at least one of the self -tests. 
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67. The method of claim 66 further comprising 
the step of generating a test signal within the 
defibrillator automatically in response to a 
predetermined event. 

5 

68. The method of claim 67 further con5)rising 
the step of generating a test signal within the 
defibrillator automatically in response to an 
environmental condition or event. 

10 

69. The method of claim 66 wherein at least 
one of the self -tests determines the functionality of a 
defibrillator component or system. 

^5 70. The method of claim SS wherein at least 

one of the self -tests verifies the calibration of a 
defibrillator component or system. 

71. The method of claim 70 further connprising 
20 the step of automatically recalibrating a defibrillator 

component or system in response to a self -test. 

72. A,j^dical electrode instrxament system 
comprising: an etectrode; an instrument for sending 

25 electrical signals to, or receiving electrical signals 

from, the electrode; and an electrical interface between 
the electrode and the instrument; the instrument having a 
self- test system comprising a test signal source 
selectively connectable to the electrode through the 

30 electrode interface and an analyzer to detect a received 
signal across the, electrode and to determine a condition 
of the medical electrode system from the received signal. 



35 



73. The medical electrode instrument system of 
claim 72 further comprising a second electrode, the 
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electrical Interface being between the second electrode 
and the instrument, the test signal source being 
selectively connectable to the second electrode through 
the electrode interface, the euialyzer detecting the 
5 received signal across the first and second electrodes. 

74. The medical electrode instanjment system of 
claim 73 wherein the self -test system further comprises a 
patient simulation circuit electrically connected to the 

10 electrode interface to receive the received signal and to 
transmit the received signal to the analyzer. 

75. The medical electrode instrument system of 
claim 73 further con^jrising a status indicator in 

15 communication with the analyzer to indicate a condition 
of the medical electrode system. 

76. The medical electrode instrximent system of 
claim 73 wherein the electrode interface comprises a 

20 first conductor electricaaiy connected to the first 

electrode and the instrument; conductive gel applied to 
the first electrode; a second conductor selectively 
electrically connected to the first electrode conductive 
gel and the instrument; a third conductor electrically 

25 connected to the second electrode and the instrument; 

conductive gel applied to the second electrode; a fourth 
conductor selectively electrically connected to the 
second electrode conductive gel suad the instrument. 

30 77. The medical electrode instrument system of 

claim 76 further coinprising a flexible substrate 
supporting the first, second, third and fourth 
conductors . 
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78. The medical electrode instrument system of 
claim 73 wherein the test signal source comprises a 
source of a simulated EC6 signal. 

79 . A medical electrode system for use with a 
self-testing defibrillator comprising an electrode and an 
electrode interface for selectively connecting the 
electrode to an instrument, the electrode interface 
comprising a first conductor electrically connected to 
the electrode; conductive gel applied to the first 
electrode; a second conductor selectively electrically 
connected to the conductive gel; and a connector 
providing selective electrical connection between the 
first and second conductors and an instrument. 

80. The medical electrode system of claim 79 
further comprising a flexible substrate supporting the 
electrode and the first and second conductors. 

^° medical electrode system of claim 79 

further con?>ri8ing a second electrode and a second 
electrode- interface, the second electrode interface 
comprising a first conductor electrically connected to 
the electrode; conductive gel applied to the second 

25 electrode; a second conductor selectively electrically 
connected to the conductive gel; and a connector 
providing selective electrical connection between the 
first and second conductors and an instrument. 

^° ""^^ medical electrode system of claim 81 

further con^jrising a flexible substrate supporting the 
first and second electrodes, the first and second 
conductors of the first electrode, and the first and 
second conductors of the second electrode. 

35 



PCT/US94/05557 



1/12 




FIG.1 

















2Z 







M 24 



26 



FIG. 2 



SUBSTITUTE SHEET (RULE 26) 



wo 94/27674 



PCT/US94/a5557 




SUBSTITUTE SHEET (RULE 26) 



wo 94727674 



PCT/US94/05557 




SUBSTITUTE SHEET (RULE 26) 



wo 94/27674 



PCTAJS94/05557 



TEST DESCRIPTION 


BIT 


WPST 


MPST 


DPST 


POST 


RUNTIME 


CPU SaF-TEST 


X 


X 


X 


X 


X 




SYSTEM GATE ARRAY 


X 


X 


X 


X 


X 




SYSTEM MONITOR GATE ARRAY 


X 


X 


X 


X 


X 




PROGRAM ROM CRC 


X 


V 
A 


Y 
A 


Y 

A 


V 
A 




SYSTEM RAM CHECKSUM 


X 


V 

X 


Y 
A 


Y 
A 


y 

A 




VIDEO RAM CHECKSUM 


X 


V 

X 


Y 
A 








DEVICE FLASH ROM CHECKSUM 


V 

X 


Y 
A 


Y 
A 








oYSTcM WATCH DOG 


y 

A 


Y 
A 


Y 
A 


X 


X 


X 


PCMCIA CARD VERIFY 


X 


























FRONT END GAIN 


X 


X 


X 


X 






ARTIFACT SYSTEM 


Y 

A 


X 

A 


X 


X 






CMR CHANNEL 


X 


X 


X 


X 






DEFIBRILLATOR CONN/RELAY 


X 


X 


X 


X 




















BATTERY SENSE CELL 
MEASUREMENT 


V 
A 


Y 
A 


Y 
A 


Y 

A 


Y 
A 


Y 
A 


BATTERY SENSE CELL LOAD 
MEASUREMENT 


X 


X 


X 


X 


V 
A 


Y 
A 


BATTERY STACK LOAD CHECK 


X 


X 


X 


X 


X 


X 


POWER SUPPLIES CHECK 


X 


X 


X 


X 


X 


X 
















HV ISOLATION RELAY 


X 


X 


X 








HIGH VOLTAGE DELIVERY 
SUBSYSTEM 


Y 
A 


Y 


Y 
A 








WAVEFORM DELIVERY 












X 
















CALIBRATION STD. VOuTAvac 


V 
A 


Y 
A 


Y 
A 


Y 
A 


Y 
A 


y 

A 


CALIBRATION STD. TIME 


Y 
A 


V 

A 


Y 
A 


Y 
A 


y 
A 


y 
A 


CALIBRATION oTu. ncoloTANOc 


Y 
A 


Y 
A 


Y 
A 






















STUCK BUnON TEST 


X 


X 


X 


X 






BUTTON TEST 


X 












LIQHTALLLED'S 


X 








X 




LCD TEST PATTERN 


X 












LCD BACKLIGHT VERIFY 


X 












SPEAKER OUTPUT TEST 


X 








X 




PIEZO BEEPER TEST 


X 








X 





FIQ 6 

SUBSTITUTE SHEET (RULE 26) 



wo 94/27674 



PCTAJS94/05557 




wo 94/27«74 



PCT/US94/05557 



7/12 




9 



SUBSTITUTE SHEETCRULE 26) 



wo 94/27fi74 



PCT/USSM/0S557 



8/12 




SUBSTITUTE SHEET (RULE 26) 



wo 94/27674 



PCT/US94/05557 



9/12 




SUBSTITUTE SHEET (RULE 26) 



wo 94/27674 PCT^SJ>4/05557 

10/12 



45 ^ 42 60 




SUBSTITUTE SHEET (RULE 26) 



wo 94/27fi74 



PCT/US94/0S557 



11/12 

146 148 




SUBSTITUTE SHEET (RULE 26) 



PCT/US94/05557 



12/12 





SUBSTITUTE SHEET (RULE 26) 



I^^^ERNATIONAL SEARCH REPORT 



International application No. 
PCT/US94/05557 



CLASSIFICATION-OF SUBJECT MATTER 
tPC(5) :A61N 1/39 
US CL :607/005 

According to International Patent Classification (IPC) or to both national classification and IPC 



D. FIELDS SEARCHED 



Minimum documentation searched (classification system followed by classification symbols) 
U.S. : 128/630, 639. 640 897, 898; 607/004. 005, 142. 148. 152 



Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched 
NONE 



Electronic data base consulted during the international search (name of daU base and, where practicable, search terms used) 
NONE 



DOCUMENTS CONSIDERED TO BE RELEVANT 



Category^ 



Citation of document, with indication, where appropriate, of the relevant passages 



Relevant to claim No. 



X 
A 



US, A, 5,099.844, (FAUPEL), 31 March 1992- See 
Abstract. 

WO, A, 93/16759, (FINCKE ET AL.), 02 September 1993, 
See pages 6-25. 



72-82 



1-10, 12-15, 
19, 20, 22-31, 
33, 34, 39, 40, 
42, 43, 45, 47, 
48, 52-56, 58, 
62-64, 66-71 

11, 16-18, 21, 
35-38, 44, 46, 
49-51, 57, 59- 
61 



[~| Further documenu are listed in the continuation of Box C. Sec patent family annex. 



Speciftl citegorici of cited documcaa: 

docurocaideTmiiiithe icaeimltata of the ul which Iiboi 
lo be put of paniflutar itlewm 

ewticr doctimcm pubOibed oa or tftv iba i&leraUioa4 fll^ 

document which may throw doiibn on prioriljr cfadnod) or which it 
cited lo esiabUih the publicttioB dale of owllwr ciMm or other 
■peciil noMW (•■ ipeeified) 

document ffcfcrrfaii to on oral dbelonin, ins, cxhibUiaB or odier 



•X* 



rr 



later documottpubUahed after the mteraalioiial filini dale or priority 
dale auA Dol in ooofUci with die appUcalion but dted lo undentand the 
priBcipIo or tbeoiy imderlyiBg the iBveotioa 

docuraenl of particular tetevaacc; dw ebfaaed invciilioa coiumn ba 
cowUeral oovel or caoaot be cooiidered to invohre aa inventiva tiep 
wfa« the documeoiii fafeen alooe 

docuBwU of paftieuhr itlevaaoe; die chimed iovenlion 
cotMidered to iavohfc aa laveative itep when the 
coabised with ooe or moi 
bdst obvioua 10 a peiBoo 



document publiRbed prior to die intematioaal fUb| 
the priority date claimed 



■killed ia Ihe art 
nme patent family 



Date of the actual completion of the international search 



31 AUGUST 1994 



Date of mailing of the international search report 

z: 



Name and mailing address of the ISA/US 
Commissioner of Patents and Trademarks 
Box PCX 

Washington, D.C. 20231 
Facsimile No. (703) 305^3230 





dzed offtc 
MARIANN^P/JUCER' 
Telephone No. a03) 308>2612 



Form PCT/ISAA210 (second shcet)(July 1992)* 



This Page is Inserted by IFW Indexing and Scanning 
Operations and is not part of the Official Record 

BEST AVAILABLE IMAGES 

Defective images within this document are accurate representations of the original 
documents submitted by the applicant. 

Defects in the images include but are not limited to the items checked: 

□ black borders 

□ image cut off at top, bottom or sides 
p^\ded text or drawing 
□Burred or illegible text or drawing 

□ skewed/slanted images 

□ color or black and white photographs 

ZQ i^RXY scale documents 
ES OR marks on original DOCUMENT 
fERENCECS) or EXHIBIT(S) SUBMITTED ARE POOR QUALITY 

□ OTHER: 

IMAGES ARE BEST AVAILABLE COPY. 
As rescanning these documents will not correct the image 
problems checked, please do not report these problems to 
the IFW Image Problem Mailbox. 



